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Substantial Equivalence Claim 
 

The proposed SpeediCath Compact Male is substantially equivalent in form and function to 
Coloplast’s SpeediCath Compact Set Male, which was cleared under 510(k) K121458 on 
October 1, 2012.  

 
SpeediCath Compact Male and the predicate device are sterile, single use catheters for 
intermittent use with hydrophilic coatings. 
 
Both SpeediCath Compact Male and the predicate device are ready to use catheters with 
identical hydrophilic coatings immersed in identical saline solution. Furthermore, both 
SpeediCath Compact Male and the predicate device uses the same type of catheter 
design: telescope catheter.  
 
The main difference between SpeediCath Compact Male and the predicate device is the 
packaging configuration and visual appearance. SpeediCath Compact Male does not have 
a pre-attached urine collection bag like the predicate device. The SpeediCath Compact 
Male packaging configuration has the same ready to use features as the predicate, and is 
packaged in a green discrete container instead of a turquoise colored. Equivalent to the 
predicate device, SpeediCath Compact Male is short in storage and is extended to its full 
length due to the telescopic extension of the catheter.  
 

Indications for Use 
 

SpeediCath Compact Male is indicated for use by patients with urine retention and patients 
with a post void residual volume (PVR) due to neurogenic and non-neurogenic voiding 
dysfunction. The catheter is inserted into the urethra to reach the bladder allowing urine to 
drain. This catheter is for male patients.  
 

Summary of Testing 
 

SpeediCath Compact Male has been tested and complies with relevant sections of ASTM 
F 623-99, ASTM D1894-11, EN 1616, EN 1617 and EN 1618. 
 
Performance Testing included: 
 

 Flow Rate 

 Coefficient of Friction 

 Tensile Strength 

SpeediCath Compact Male has been tested and complies with relevant sections of ISO 
10993, Biological Evaluation of Medical Devices. 
 
Biocompatibility Testing included: 
 

 Cytotoxicity 

 Irritation 

 Sensitization 

 Colorant Leachable Study 
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